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REMARKS 



Reconsideration of this application is : sspectfully 
requested in view of the foregoing amendments and a following 
discussion. 

- - r fhe ^interview" granted "xo applicants' ^corney- by 
Examiners Allen and Mahatan is acknowledged with a: preciation. 
Applicants' attorney has not received a copy of t> a interview 
Summary but at least Examiner Allen seemed to question the novelty 
of remote serological crossmatching as described and c aimed. The 
claims have been amended to further clarify the steps involved in 
remote serological crossmatching so that the crossmat hing can be 
done by a skilled technician at a single processin- laboratory 
while the actual blood product is placed or resides a the remote 
patient facili-y at which the patient is located. Thi? is not even 
remotely suggested by Cox et al and applicants are not aware of any 
system that employs remote serological crossmatching as defined. 
Furthermore, it is simply beyond the comprehension of :ox et al to 
utilize remote serological crossmatching or of compari- g all of the 
blood attributes, for example, as positively recited in claim 1. 
It is not a mere matter of choice whether one selects electronic 
crossmatching or remote serological crossmatching: Not all patients 
qualify for electronic crossmatching because they o ly have one 
blood type or they have antibodies thereby making it necessary to 
perform serological crossmatching; and by utilizing applicants' 
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remote serological crossmatching method and system the testing can 
be performed at the central facility while the blood component is 
located at tie remote facility so as to eliminate rhe need for 
transport at ici after testing has been completed. Other features of 
determining all blood attributes, managing and .tracking are 
hereinafter c Lscussed in specific relation to the claims but it is 
believed the . the foregoing should be reviewed in light of the 
Examiner's cciiranents throughout the interview.. fc 

Enclosed is a revised set of drawings in response to the 
Notice of D raftsperson' s Patent Drawing Review and which are 
believed to < vercome the objections to the drawings. 

CI. itns 1 to 30 under 35 O.S.C. §112, first and second 
paragraphs we're rejected as containing subject. matter not described 
in the speci :ication so as to reasonably convey to one skilled in 
the art that the inventors had possession of the claimed invention. 
Secondly, sp acif ic reference is made to claims 1, 10 and 12 and 
their dependent claims for lack of clarity in failing to recite a 
final prpcers step which agrees back with the preamble. In 
response, cl ims 1 and 10 have been. amended to delete reference to 
•programmable" and to recite the step of managing said blood 
products by preparing a patient identification database of the 
blood produce and patient specimens and storing information which 
correlates each of the blood products and patient specimens, and 
further recite the step of tracking the location ar.d movement of 
each of the blood products and patient specimens between the 
patient facilities and central blood testing facility by 
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displaying -he information stored in the database relating to their 
location a id movement. Similarly, claim 20 has )een amended to 
identify t) e managing means and the tracking means. Also, claim 29 
has been mended to delete "programmable" and to identify the 
managing i eans insofar as it pertains to ..remote serological 
crossmatch ng of each segment and patient speciraer . 

.:laims 1 to 30 also stand rejected inder 35 U.S.C. 
• -«*• -'§i;02-(b*) i at^eing • cleariy-antic%atsd by Cox et £j£ ^Claim 1 has ^ 
been amei'ded to recite the steps of remote serological 
crossmatch ng each patient specimen and blood product. For example 
as described at some length in the specification, pages 11 to 14, 
and shown in Figures 2, 3, 18 and 19, remote serological 
crossmatching is carried out by providing a patient specimen as 
well as an inventory of blood products at the central blood testing 
facility, selecting one of the blood products which has an 
available segment, detaching the segment from the blood product, 
transferring the blood product and from the central blood testing 
facility + o one of the remote patient facilities at which the 
patent is .ocated. In this way, the blood product is available at 
the remote patient facility and. the segment remains with the 
patient specimen at .the central facility for cros smatching. When 
an order is received for a blood product for a particular patient, 
serological crossmatching of the patient speciroan ' and assigned 
segment of the blood product is carried out at the central facility 
to determine their compatibility with one another. No such 
capability for remote serological crossmatching ex.sts in Cox et al 
and particularly the ability to perform a renote serological 
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crossmatch at a central facility using a sc gment detached from a 
blocd product which has been transferred -o the remote patient 
facility. Accordingly, crossmatching can be performed at the 
central facility, referred to as the "central processing laboratory" 
in figures 2 and 3 and • which has the unique capability of 
sere logical crossmatching between a segmem of the blood product 
and patient specimen. 



• • : :V- * claim 1" -further recites determining. . all of the -bloody 
att: ibutes of each of the blood products ar. i patient specimens as 
wei: as determining their compatibility by comparing all of their 
blocd attributes, reference being made to pages 7-8, 14-17 of the 
specification as well as Figures 4 to 6. To the contrary, Cox et 
"al • as well as other blood bank systems only compare ABO/Rh 
compatibility and check for the presence of other antibodies; 
however, Cox et al does not actually perform a physical 
compatibility test in .a test tube between the blood product and 
pat:ent specimen for other blood attributes which is extremely 
important in a determination of compatibi ity and a safe blood 
pro-iuct for the patient. In Cox et el, there are several 
references to indicate that they are only e: ectronically comparing 
the ABO Attributes. According to FDA reflations and the AABB 
(American Association of Blood Banks) Standards, that is all that 
is required of an electronic crossmatch --a comparison of ABO 
records to insure that they are ABO compatible. Cox et al states 
"It has been suggested that a computer crosi match would be a safer 
sys:em of providing a check of ABO com[. atibility without the. 
disadvantage of the IS crossmatch." (Page ? 60, Column 2, line 9.) 
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The EBRS system assures only that two blood types have been 
performed on a patient and that the entibody screen is negative. 
The antibody screen MUST be negative in order for their system to 
release a unit through the EBRS. The antibody screen is a test to 
detect unexpected antibodies. There are over 300 such antibodies 
identified. If the test must be nega .ive and therefore there are 
no antibodies present, Cox et al cann >t possibly be comparing all 
of the attributes as performed in applicants' method and system as 
claimed.* Cox et af, page* 961, ColS^rt, lines' 17-22 rears' "to 
validation of the patient' s blood type and negative antibody screen 
and states further: "validation of t\ a EBRS for determination of 
the ABO compatibility of the recipient and the donor unit". 
Clearly there is lacking any suggest io i of a way of checking all of 
the blood attributes. 



Claim 1 has been amended i lso to clarify the step of 
managing each of the blood products segments and specimens as 
recited as well as tracking the locat: on and movement of the blood 
products, segments and specimens between the remote patient 
facilities and central facility by displaying the information 
stored in the database; see pages 24-: 5 and Figures 20 to 22. Cox 
et al are not confronted with the proMem of tracking the location 
and movement of blood products, segrents and patient specimens, 
since it is not even capable of performing remote serological 
crossmatching. Furthermore, as the tsrm EBRS suggests, Cox et al 
are concerned only with releasing :he blood product once the 
electronic crossmatch has been perfoiaied for immediate use by the 
patient. Moreover, applicants' sys :em is capable of recording 
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information about each and every c ossmatch performed, whether 
compatible or incompatible, as we .1 as comparing all blood 
attributes and of tracking and manac .ng same and which steps are 
clearly lacking in Cox et al for th? reasons discussed. In this 
connection, applicants are not aware >f any method or system which 
has been devised for creating and detaching a segment at one 
facility for the purpose of remote se :ological crossmatching while 
the blood product resides at the patient facility and is available 
for immediate uset^ """* r ' •' • 

Claims 2 to 9 are dependen from claim 1 or intervening 
claims and recite other features of applicants' method which are 
clearly and patentably distinguish, ble over 'Cox et al . For 
example, claims 2 and 7 recite othe - features of the management 
process and' specifically the step of coring information pertaining 
to patient needs and history; claim emphasizes further steps of 
assigning the blood products and pa ient specimens to a location 
and tracking their movement to othe locations. Claims 4 and 5 
emphasize additional features of disj laying the information; claim 
6 further details the crossmatchir. of segments of each blood 
product and specimen, assigning to x -location and recording the 
location in the database. Claim 8 em hasizee the step of producing 
a product identification tag and ,- -taching to each said blood 
component; and claim 9 emphasize < other characteristics of 
comparing all blood attributes of t e blood products and patient 
specimens. 

Claim 10 has been amended n a manner similar to claim 1 



16 



TE/6T "d 8*6 'ON 



WaiJ ATH3!d WdS2:T £002 "82 ' TIT 



[auili W6!^ 1119)^1 WiWMW< 9WQTOE > uiojj paABiay 



to clarify the managing and trackinc steps but also specifies in 
more detail the steps of assigning a segment of a blood component 
for crossmatching and remote serologi ;al crossmatching each segment 
and patient specimen at the blood testing facility. As previously 
discussed, Cox et al is concerned solely with electronic 
crossmatching so that, as implied by the term Electronic Blood 
Release System, once the electronic c rossmatching is completed, it 
can be released to the patient. In any event,. Cox et al is 
- • - ¥*i'ncapa'bl:e' of rem6%e* serological cr^3~atch-ing of a segmgpt ,of a 
blood component and a patient specimen; nor would it have been 
obvious to one of ordinary skill in the art to substitute remote 
serological crossmatching for electronic crossmatching which 
involves a completely different set of problems to overcome in 
managing and tracking each segment, blood component and patient 
specimen. 

Claims 11 to 20 emphasizo ..other steps of applicants' 
method and particularly relating t^ determining the attributes 
prior to crossmatching, testing their compatibility prior to 
crossmatching, periodically updating the attributes in claims 11 to 
13 and 15. Claims 14 and 16 to 19..ara concerned more with tracking . 
and recording information related to each blood product or segment 
thereof and patient specimen. 

Claim 20 has been amended to clarify the means for 
managing blood product information and for tracking the location 
and movement of blood products and patient specimens between the 
patient facilities and blood testir g. facility. Again, there is 
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completely lacking in Cox et al any suggestion of managing blood 
products by entering both b ood type information as recited and 
remote serological crossmat hing information; nor is there any 
suggestion of tracking the location of the blood products and 
patient specimens as recited 

ClaimE 21 to 26 ; nd 28 recite other features of the 
managing means' primarily directed to recording information relating 
v&i. . . £ Q history ' of each p^ient, expiration d£ce of patient 

specimens, comparing blood a- tributes of each patient specimen and 
blood product in claim 26, and recording components of blood 
products and indicating the presence of reserved components in 
inventory in claim 28. 



Claim 29 is direc :ed to a blood management system as 
recited in combination wi h means for recording information 
identifying each patient, c otaining a blood specimen from each 
patient, assigning a segment of a blood product for crossmatching, 
serologically crossmatching each segment and patient specimen to 
determine compatibility, i- antifying each segment and patient 
specimen crossmatched, and a signing the segment and specimen to.. a 
location in one of the blc jd test facility and remote patient 
facilities. As previously iseussed in relation to claims 1 and 
10, Cox et al is lackinc in any suggestion of serological 
crossmatching or of enterir. such information and assigning to a 
location as recited. 

Claims 30 and 31 i ;cite other features of the management 
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system of claim 29 * :ich are lacking in Cox et al. 

The Commi sioner of Patents and Trademarks is hereby 
authorized to charge any additional claim fee which* may be die to 
Deposit Account No. ,8-0875. 

It is the: afore urged that the claims as now pre.^nted 
for consideration arc*- in allowable condition and action to that end 
is^courteously solic^ed^ If any issues remain to be resolvf.^/ it 
is requested that t". a Examiner contact attorney for applica.it at 
the telephone numbei listed below. 



Respectfully sutErtSltted, 





_ John E- Rei: 
Registration No.(lj/ f 47 6 
Attorney for Applicants 
1554 Emerson Street 
Denver, Colorado 8018 
Area Code 303 839-8700 



cert: riCATE under 37 c.f.r. i.b 

I hereby ertify that the foregoing Amendment is oeing 
deposited with the U ited States Postal Service as first class mail 
in an envelope adr ressed to the Commissioner of Patem ? and 
Trademarks, Mashing' ^n, D.C. 20231, this 28th day of July, 2003. 
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MARKED UP VERS! )tt OF PARAGRAPHS OF SPECIFICATION: 

p a ff< > 1. Hnes : Mnsert. aa separate paragraph).: 

Cj i«« Rgfftren r.e Related Application 
This ppH^Hftn nlaims th e benefit of Provis: inal Se^al 
yrn. fiO/193.819 fil^ri 31 March. 2000 for METHOD, ^AKP_ SYSTEM FOR 
M ftNAfiTNG BLOOD pFpnnrTS. by Mikl ns C.snve et al and Q- ^ed, by the 
awwHytiftft of the present application. 

Pa ?P! 3. lines y'-lAx 

"Bloc I Type Definitions": A blood type i. a way to 
classify blood -nto various groups. A blood type is de :ermined by 
the presence oi absence of .antigens oh the red blood ce. Is, and the 
presence or al sence of antibodies in the serum. A blood type 
definition in the computer database is the comk nation of 
antibodies and antigens for each blood group (ABO/Rh) . 

ppgg Q. Unas ; ff I?,, and lines, 17-19,: 

Figu- as 4 A and.__4B [is] are a flow chart illur- :rating the 
logic used in standard compatibility test; 

Figu 3£ 7 A and 7B [is] ate a flow chart illustrating the 
logic used in n emergency patient product compatibil: :y test; 

PaoP 1.2 . lines 27,-28 through Page. .13, llTO H: 

Comp sting the remote crossmatch is the proc =?ss wherein 
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a lab tec inician at the central laboratory L ase igns a blood 
componen-. identified by a segment to a patient specimen. Once 
the assic iment is made, the lab technician proceeds to. test the 
segment \ ith the patient specimen to determine compatibility. 
Upon com: leting the crossmatch test, the lab technician enters 
the resu" ts into the computer program database. Once the results 
are saver , the product ID tag will be printed at the location Ii 
of the blood component [L] and the blood component will be ready 
- •* to issue^-the^-patient [if the patient-and proc*#:t ,are - 
compatib s] . 

Page 18. Hti«h. 3-4: 

Button captions r»f ^ natient bar P ;.re driven by the 
current tate of patient information which is drawn from the 
database 
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MARKED ? VERSION OF CLAIMS: 

1. A [programmable] method of man jing and tracking 
blood p oducte between a plurality of remote pat ent facilities and 
a cent, al blood testing facility wherein a apod specimen i? 
ohtaine from eant) parent who requires a -lOQd- reserve for 
possibl transfusion and Raid specimen is._ t: insfsrred to said 
r.«ntral -Jvir>nH resting facility comprising the^eps of: 

-•- t obtaining'' a v oiood spec'imeri fre^each patient who 

require : a blood reserve;] providing an inventoi of. blood products. 
at sale antral b lood testing facility^. 

selecting [a] nne of said b ood (product for 
crossme . ching with each said patient specimen] products ,, vrhj flh has 
jfl-aras -g fr l e , BRflmftfit central blood teg inq f ac . 1 . 1 it.Y t 

itfararMn q Raid segm ent from sai i blPOd prodUCtL - gj; 

«2j_ rg r.^ ra i hi ood t Rating facility; 

transferring one of said blood ^rodUCtg from Said 
centra] blood testing facility to one of g. \ d remote Pat i ent 
facili* - ftff at whir-.h said patient is located; , 

assigning said se gment to said z tient specimen for. 
crossmc nVHng at said oentral blood teStinq_j£a U i ty; 

remote serological crossmatchin each said patient 
• specimen' and s^id segment of said blood prodv t at said centra l 
blood • ^Unn facility to determine their com; atibility with one 
anothe: [and] 

flar.ftmrt.ninq ?n ftf t he blood att ibutes ot said one 

of sai: frl nnti prod uct.* and said Patient sEefiiffi. Ui. 

d etermining the .co mpatibility c ' qflid one Off Sa i d 
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blood -.r^ iy pfw and p atient specimen selected 'V cgmpacj . ng all pf 
k ^oH attributes thereof^. 

Tnanaffino- said blood products bv preparing a patient 
identi rication database of each of said blood products , segment? 
and patient specimens [determined to be con? .tible] and storing 
information in said database afc each Pf seid-C afcral blood testiflft 
ap H r ^nte r »H «r»fc facilities [correlating] w_ . iffb corre l ates , each 
of said blood products , stents and patient specimens f their, 
j^npfi.f.Y -y-TiH -movement; and^te. - ■ - * ■«<&■-. 

tracking the locat i on and movement of each of . ?aid 
blood r^Hnrts. seoiP flnts and natient specie s in said database 
v^ pc , «*iH remote patient farilities and .°?aid central Plppd 

^f^ ^ f«HHtv hv ^i«pia Y ina the informs- on stored , in sa i d 
riataba — r»1»Hn 7 .fcQ their location and mover. . at.. 

3. The method according to claim 1 deluding the step of 
assigning said blood products and said pat ant specimens to a 
location within «*nh of saiH remote patient Ffioi li ti . es ... an d, said 
nmf.rF l b.1 o oH testing facility and tracking ny movement of ssid 
binnr) prodi^r* and said patient specimens to ther locations. 

4. The method according to claim 1 ncluding the step of 
[determining types of blood attributes of aach of said blood 
produc ts and said patient specimens] ' dig* - W il ng said patient 
HHAnr- fir.at <»n information on a computer at i a gh Of Sa i d remote 
pat.ie:t f^jHties anri central bl ood testing TaC i Uty . 

5. The method according to claim [1] 1 including the 
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' zep of [determining compatibility of s id blood product and said 
atient specimen by comparing the t\ »es of blood attributes 

hereof] hh flaying said information on pat i ent bay on each said 

nmpiit.nr whj -fr ^ *ft^ng^1* all i iers , rwsd1«flfl Ot their 

"'-flMft" at * anh of said facilities- 

6. The method according to claim 1 further 
haracterized by crossmatching a segment ?f fiacii said blood product 

■> each said patted -specimen at sjp n^typ.l blood t-e^tino , 
acility, assigning each said segmen' y and sach said patient 
pecimen to a location in said flflflt*al blood testing, and remake 
.flilant facility, and recording said lo ation in said database. . 

7 -. The method according to " tlairo tl] Z including the 
tep of selectively displaying the abser. 2 or presence of each item 
■ f information stored including ' s££C±&: needs » ' . pat i ent comments ■ 
rior transfusion reaction history, autc ogous blood availability, 
lirected blood components, blood type , prince of unexpected 
,nt.i Wies. [and] patient specimen exf ration date and reserved , 
>1ood components. . 

8. The method according to • .aim 1 wherein the step of 
;ross-matching includes, the Step ■£ producing a product 
.dentification tag and attaching to ■ ach said- blood component 
; found to be compatible], 

9. The method according t< claim [9] 1 [including] 
./herein the step of rf»fr« ttm i n ^ q all c the blood ...attributes-Is . 
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characterized by comparing the an .gens and antibodies in each of 

said blood products and said patie ; specimens to determine whether 

each is present in each segment f said blood product and said 

patient specimen tested and stc ing said information in said 
database . 



10. tin a programmable I 
for managing and tracking blood } 
■ s agents betwas^ -a-^plurality ofv 
[test] t esting facility wherein a . 
recording information and a screer 
information, the method comprisir. 

obtaining a bloc 
requiring a blood [reserve] prod 
transfusion; 

assigning a segr 

crossmatching; 

remote serological 
and said patient specimen at 
compatibility with one another; 

managing each said 
rrnflRmatched bv identifying each 
said patient specimen [determines 
identification information £ 
identification information on $z i 

[recording said pa 
oh said database] 

trackino the locat 



ood management system] A method 
oducts x. patient s pecimens and 
:^#spltals and* a central blood 
impute r database is provided for 
is provided for displaying said 
'the steps of: 

specimen from each patient 
it to be reserved for possible 

nt of a blood product for 

crossmatching each said segment 
d facility to determine their 

moment and said patient .specimen 
aid aeeiment . said component and 
to be compatible] with patient 

j recording s&i<* patiant 

and 



lent identification information 



?n and movement of each of said 
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.gpqfflfl p*-*- fi;Hfi proc tac»» and said patient specimens between said 

h nflpitals and said facility. 



11. [In a system] A met! id according to claim 10 further 
characterized by determining [bloc type] ail attributes of each of 
said blood products and said p cient specimens prior to said 
crossmatching. 

- • > ? J 12. ^?[In' a system] ?* &foftthod - according to:* claim 10* 
including the step of testing f 3 compatibility of said [blood 
type] attributes prior to said ci . ssmatching. 

13. [In a system] £..jaathad according to claim 12 
characterized by periodically updc ing said [blood type] attributes 
and recording said information ii said database. 

14. [In a system] J- method according to claim 10 
including the step of tracking f 3 location of each said segment 
and said patient specimen by recci ing [its] .thgjr, movement between 
said test facility and patient lc . ation. 

15. [In a system] i method according to claim 10 
including the step of recording blood attributes of each said 
patient specimen in said database 

16. [In a system] 7 method according to claim 10 
including the step of recording p.ior transfusion reaction history 
of each said patient in said dat; jase. 
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17. tin a system] \ method according to claim 10 
including the step of recording autologous blood availability in 
said database. 

18. [In a system] A method according to claim 10 
including the step of recording blood type of each said blood 
product and said patient specimen. 

1*9 . [<In^a*- system] w ft«mstjfrod -.according claim 10 - 

including the step of recording the specimen expiration date of 
each said segment and said patient specimen. 

20. A system for managing blood products and tracking 
their movement between a cem ral blood -test facility and a 
plurality of hospitals wherein* a computer is provided for 
processing data including a screen for displaying information, said 
system comprising: 

managing means raying first means including a 
database for entering information pertaining to each patient 
requiring a blood reserve [;] . x second means for entering blood 
type information for a blood spe ;imen from each said patient [;] ^ 
third means for recording a blooc type for a blood product assigned 
to each said patient - fourth me for recording on said database. 
T^ gylts of comparing blood attrib utes of each said patient specimen 
and said blood product ; [and] 

[fourth] fifth means for recording on said database 
results of serological crossmatc ling of each said patient specimen 
and said blood producti^^nd, 
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for tracking legation and 



movement of each of said b Q<j prpcj\lCtS_^L,B^SPJ^^ 

between sa iH blood teat facil ty $nd ggid J>flfiBAtaJLff ^Y-^spJj^Pa 

on said screen the informatio stored in, fiaJUtiUfatabaaQ gfllafcjlML,ta 
their location and movement- 

29. [A] in a [progr mmable] blood management system for 
managing [and tracking] inforr t.ion relating t<? blood products [for 
4ise]^betwesn :-*a central blood^gst- facility, .and one^pr more remote 
patient facilities wherein a. computer is provided for processing 
data, a database is provided or recording jaald information and a 
screen is provided for displ /ing said information recorded, the 
i mprovement comprising: 



information identifying each atient requiring a blood reserve on 

said database [;] ^ means : r obtaining and recording a blood 

specimen from each said patie ;[;] ^ means for assigning a segment 

of a blood product for crc smatching [;] ^ means for jasmpte 

serological crossmatching e -h said segment and said patient 

specimen at said blood t sfc facility to determine their 

compatibility with one anoth r [;] ^ means for identifying each 

said segment and said pa ient specimen [determined to be 

compatible;] j_ and means for assigning said segment , r said bipod 

product and said patient spt amen to a location in one of said 

klood teat facility and said fJBlPtC patent, facilities. 




means for recording 
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